
Circuja.tqy System Devices..Pa,ne! @ f th,$!gfl.!~al Devices Advisory I “,7 id, a ‘i C’.~ ‘--’ *.‘i’ v~td”* y*!“:-i’;j+r*;“b” ~oI , 

Committee; Notice of Meeti,ng : 

AGENCY: Food .and Drug Administration, HHS. 

ACTION: .Noti,ce. 

committee of, theFood and*, Drug Administration (FDA). The meeting will be 

open to the public. 

Name of Committee: Circulatory System Devices Panel of the Medical i (i, ,I -.‘,.sl^” ,/,, -..*“..Lil.-. rl”.w*rs~ _, /,; _,I ,1 ̂ , , 
1 

Devices Advispry Committee. 
, “.i’ ,” ” 2 

General Function ,of the Committee: To provide advice and “‘. 
-.- .L, 

recommendations to the agency on FDA’S r,egulatory issues. 

Date an,d Time: The meeting will be held on Nove,mber 26, 2003: from, ” ., ,._, _,,, t, ,,, * ,d$!ii *.fw,~,,~*?,*, ,>, 

9 a.m. to 5 p.m. 

Location: Hilton Washington DC North, Grand Ballroom, 62O’Perry Pkwy., ” ““~“L1” 

Gaithersburg, MD. 

Contact perso?:, Geretta Wood, ‘Center, for Device<: and Radiological Health F_ ,,, v.. 9. ,,( a. I , -‘.‘1 (._ /^eII >, /x1, ‘*‘X1 “*‘,: 

(HFZ-450), Food and Drug Admini&rtion, 9200 Corporate Blvd., Rockville, 
. r 

MD 20850, 301-443-8320, ext. 143, or FDA Adviqory Committee Informati,on _.A_ 

Line, l-800-741-8138 (301-4439972, in,~eWas~~pgton,.DC: area), code ..i^, :i,,. ._.i .,; j 
12625. Please call the Information Line for up-to-date information on this \ ._*.-.“_ ._ -. >-.~\w**m> ,A.. u : “, :nl . se1 \: -; 2.: c: _d 1 ,. , ..,, ,_ > ,* , / _ , 

meeting. 

oco3305 



Agenda: The com,mjttee will dizhss, make recommetidations, tid v& on j 3 ‘1”. .l**~‘-*r.‘r.i*As*,’ .*?*:“*>x‘.-” 2--, ,\ I i. , ,i ., .>.&& :‘<- .,., ->.“,“\,+ “‘,F:t _* ,..‘ :^_ _, ~ / _, ,, _I, ) _ 
a premarket,approval application for a drug-eluting stint indicated for 

improving luminal diameter and reducing r&en&is .for the treatment .ofdebC .I’i ‘\” 4 - *-j-i. .*, ,_ ; ~ 

nova lesions. Background information for the topic, including the agenda and . ,I”: . . .” “. ‘,.” __“,_ “.,&.A 

questions for the. committee, will be available to the public 1 business day . ., .A. . . _. d.,“.,. II. . . ,“/“,A *I .- ‘, i. ..( ,- -jr I(. / _, I 
before the meeting on the Internet..alt,hftp://www.fda.gov/cdrh/panelmtg.html. 

Material will be posted on November 19, 2003. 

Procedure: Interest.ed persons may present data, information, or views, 

orally or in writing, on issues pending before the commjtteezeWritten “x”i._ -*.“i..,“i~ .,.” , 1_ I,, “( 

submissions may be mad-e to the contact person by November 10, 2003. Oral 

presentations fro~mr, the public will be s,cheduledfor approximately 30 min.&s 
at the beginning of committee, deliberation and for approximately 30 minutes ) - / ” /..C~ I ,,,~A. _I _,,_ .(.C,;+, ,,,. -** i .. 
near the end of the,committee deliberations. Time allotted for each .” 1~ \/ (W,. .< A *,II<*.. 3-i _ ,“~f’ s’ iri .-c+ I !I c ,?‘, ,_ __ . __ I .:;; L ,?2 7; ̂;‘c”“” -*~:~~“~Lp* :*-.:$s 7&$;‘~p.+r. I 7 a: . ;d ox/,: i ,_ a.- ;_ __,l .r’ ,. ,;;p ._ ‘: :_ _ _,.. 

presentation may ,be limited. Those des@-rg to make forma] oraJ,<presentations -.s.. ,..^ . . ., . . !. 
should notify the contact person before ,~ovember~~~J$20O~, and submit a brief 

i 
statement of thegeneral nature of the, evidence,,~r”,argumentS they wish to 

r 
present, the names and addresses of proposed participants, and an indication . /. _ - .I, -.**.. ,_(. *. _(^ .\‘.~,“l,lu, *\ ,# 

of the approximate time requested to make th.eir presentation. 

Persons attending FDA’s advisory committee meetings are advised that.the 

agency is not responsible for providing access to elect&al outlets. / I 
FDA welcomes the attendance’of the public at its: advisory committee .i >“i”i 1 **in-. *,****r~ $* 4 ‘i‘ 1 ~ .>>Z? $ “ 

meetings and will m.ake.“every effort to.accommodate Persons with physical / a.- \, ,*,-e 

disabilities or”special needs. If yourequire special accomm.odatGo.ns ,due,to~‘a , 
I ‘ 

disability, please contact &m&Me Will&.ns Conference Management Staff, *x.- ‘(4 -.“*-n* “. :s..‘, . ,. _ .,. ,,, .,:. .‘.- _ , c i : 
at 301-594-1283, ext. 1~3, at least 17 days in advance!of the meeting. 

: 
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